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1 . Tills Internationai preliminary examination report has been prepared by this International Preliminary Examining 
Authority and Is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report Is also accompanied by ANNEXES, i.e. sheets of the description, claims andA>r drawings which have 
been amended and are the basis for this report andA>r sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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INTERNATIONAL PRELIMINARY 

EXAMIN ATION REPORT International application No. PCT/EP 03/07741 

1. Basts of the report 

1 With regard to the elements of the international application (Replacement shee^ which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 

Description, Pages 

1-14 as originally filed 

Claims, Numbers 

1 -20 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language In which the international application was filed, unless othenwise indicated under this item. 

These elements were available or fumlshed to this Authority in the following language: , which Is: 

□ the language of a translation fumlshed for the purposes of the international search (under Rule 23,1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation fumlshed for the purposes of international preliminary examination (under 
Rule 55.2 andybr 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed In the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained In the international application In written fomi. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to tfj/s 
report.) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting sucli statement 

1. Statement 

Novelty (N) Yes: Claims 3-10,13-15,20 

No: Claims 1,2,11,12,16-19 

Inventive step (IS) Yes: Claims 3-10,20 

No: Claims 1,2,11-19 

Industrial applicability (lA) Yes: Claims 1-20 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, Inventive step or industrial 
applicability; citations and explanations supporting such statement 

NOVELTY - INVENTIVE STEP 

Reference is made to the following document/s/: 

D1 : US-A-6 096 340 (CHIH-MING CHEN; ET AL.) 1 August 2000 

D2: EP-A-1 010 423 (LICONSA) 21 June 2000 

D3: EP-A-1 108 425 (LABORATORIOS MEDINFAR) 20 June 2001 

niaims 1. 2. 11-19 

The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of independent claims 1.16 and 18 is not new in the sense of Article 
33(2) PCT in view of prior art disclosures which can be taken from D1-D3. 

The cited documents D1 , D2 and D3 disclose inert cores coated with a drug layer and 
an enteric layer. The drug layer comprises a benzimidazole compound together with 
excipients including a filler such as microcrystalline cellulose. Document D3 also 
provides an intermediate layer between the drug layer and enteric layer. Accordingly, 
the cited documents anticipate the subject-matter of claims 1 and 16. Also claim 18 is 
considered not to be novel, since the use of microcrystalline cellulose In general as an 
excipient In benzimidazole coatings is disclosed in D1-D3. According to the definition of 
claim 18 a stabilizing effect is Inherent to any type of microcrystalline cellulose. Hence, 
a stabilizing effect Is also considered Implicit for the microcrystalline cellulose used in 
D1 -D3, thus anticipating the subject-matter of claim 1 8. 

In view of the slate of the art disclosed in D1-D3, also the dependent claims 2, 11-15, 
17 and 19 do not appear to contain any additional features which, in combination with 
the features of any claim to which they refer, would render the claimed subject-matter 
novel and/or Inventive (Art.33(2)-(3) PCT). D1-D3 deal with benzlmldazoles and 
disclose specific compounds such as omeprazole, lansoprazole, pantoprazole, etc. 
The inclusion of an Intemriedlate layer separating the drug layer and enteric layer is a 
common practice, illustrated e.g. by D3. Also the coating method, comprising spraying 
of an aqueous daig suspension, is suggested by D1-D3. Furthemnore, none of the 
specific embodiments appears to bring a solution to the problem underiying the present 
application. 
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niainns 3-10 and 20 

According to the present application (cf. description page 3, last paragrapli) stabilization 
of benzimidazoles occurs tlirough Interaction with the extensive surfaces of 
microcrystalline cellulose. As a consequence, the particle size and distribution appears 
to be an essential feature In the definition of the invention. The subject-matter of claims 
3-10 defines specific particle size/distribution and density of the microcrystalline 
cellulose, which are not disclosed by any of the prior art documents. Accordingly, the 
subject-matter of claims 3-10 Is novel (Art. 33(2) PCT). In addition, the subject-matter 
of claims 3-10 is also considered to involve an inventive step (Art. 33(3) PCT), since 
none of the prior art documents suggests to include microcrystalline cellulose of a 
defined particle size in a coating comprising a benzimidazole compound, in order to 
provide enhanced stability of said benzimidazole compound. Claim 20 refers to claims 
3-10 and as such also meets the requirements of the PCT with respect to novelty and 
inventive step. 



INDUSTRIAL APPLICABILITY 

The subject-matter of claims 1-20 is considered to be industrially applicable and 
accordingly meets the requirements of Art.33(4) PCT. 
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